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DETAILED ACTION 

Response to Arguments 

Applicant argues that it is not necessary to amend claims to recite the time period 
for the stability and possibly also the degree of stability. Applicant cites In re Estes , 
(CCPA 1970) 164 USPQ 519 and In re Merchant , (CCPA 1978), 197 USPQ 785, 788 
for support. Applicant also shows data showing improvement in storage when £- 
aminocaproic acid is added. Applicants have attached and cited "Stability of Drugs and 
Dosage Forms" page 142 for support. The Examiner acknowledges applicant's 
submission of data, and cited case law. However, applicant's claims are not 
commensurate in scope with their showing. The claim language is silent in regard to 
stability. Conversely, the prior art has shown that £-aminocaproic acid at 0.01-2.0% 
w/v% provides stability in regard to ophthalmic suspensions. See discussion of Kimura 
et al. below. In fact, Kimura et al. shows that the castor oils of Schneider and £- 
aminocaproic provide the same type of stability. Therefore, person having ordinary skill 
in the art would expect £-aminocaproic to also stabilize the ophthalmic suspension of 
Schneider. Furthermore, a showing of unexpected results is irrelevent in regard to the 
anticipated claims. (See rejection of claims 1 and 5 below as being anticipated by 
Schneider et al.) 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 remains rejected under 35 U.S.C. 102(b) as being anticipated by 
Schneider et al. (US 6,01 1 ,062). This rejection also applies to newly added claim 5. 

Schneider et al. teach an ophthalmic solution comprising a prostaglandin at 
0.001 to 0.005% at pH 6 +/- 0.2. (See col. 9, Example 2 (table).) Schneider teaches 
that latanoprost can be used in that invention in column 5, line 57. Schneider also 
teaches stabilizing the ophthalmic suspension with polyethoxylated caster oils. (See 
abstract, and col. 2, lines 16-35.) 

Claims 1 and 5 of applicant's invention are anticipated by the reference insofar 
as it teaches an ophthalmic solution comprising latanoprost at 0.001% (w/v) and 
0.005% (w/v), where the pH falls between 5 and 6.25. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 6-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schneider et al. (supra) as applied to claims 1 and 5 above, and further in view of 
Kimura et al., (US 5,556,848). 

Schneider et al., taught above, differs from the instant claims insofar as it does 
not teach adding £-aminocaproic acid to its ophthalmic suspension. 

Kimura et al. teach an ophthalmic suspension containing £-aminocaproic acid 
since it suppresses formation of agglomerates, prevents lowering of pH, and provides a 
suspension superior in redispersabiltiy and stability, where the s-aminocaproic acid 
would be 0.01-2.0 w/v% relative to the entire suspension. (See col. 3 lines 26-33.) 
They also teach adding polyoxyethylene castor oils for the same purpose (See col. 3, 
lines 50-54.) Thus Kimura teaches using £-aminocaproic acid and castor oils in the 
same ophthalmic solution for the same purpose. Kimura does not teach the use of 
latanoprost. 
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Because Schneider recognized the stability problems of latanoprost and 
addressed this problem by combining the compound with similar castor oils of Kimura et 
al., it would have been obvious to a person having ordinary skill in the art at the time of 
applicants invention to further add £-aminocaproic acid at 0.01-2.0% w/v% to the 
composition of Schneider, motivated by the teaching of Kimura that £-aminocaproic acid 
would serve the same purpose as the castor oils. 

Moreover, "[i]t would be prima facie obvious to combine two compositions each 
of which is taught by the prior art to be useful for the same purpose in order to form a 
third composition that is to be used for the very same purpose; the idea of combining 
them flows logically from their having been individually taught in prior art." In re 
Kerkhoven 206 USPQ 1069, 1073. Thus, adding £-aminocaproic acid with the castor 
oils of Schneider constitutes prima facie subject matter, since they both would function 
to stabilize the ophthalmic suspension. 

Furthermore, the adjustment of the £-aminocaproic acid to 1% or 0.1-2%, which 
falls within the range taught by Kimura is deemed merely a matter of judicious selection 
and routine optimization which is well within the purview of the skilled artisan. 
Accordingly, this type of modification is no more than an effort to optimize results. 
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Conclusion 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter E. Webb whose telephone number is (571) 270- 
3287. The examiner can normally be reached on 8:00am-4:00pm Mon-Fri EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Frederick F. Krass can be reached (571) 272-0580. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Walter E. Webb 
/Walter E Webb/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



